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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136 (a). In no event, however, may a repty be timeJy filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- !f tho period for roph/ specified above is less than thirt'/ (3Q) days, s rep^* within th.8 ststutcr/ minimurri of ^h!r^/ (30) dsys wi!! be conside.^ed t™s.V. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6} MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)K Responsive to comnnunication(s) filed on Nov 14, 2002 

2a) □ This action is FINAL. 2b) K This action is non-final. 

SjD Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed In accordance with the practice under Ex parte Quayle, 1 935 CD. 11 ; 453 O.G. 21 3. 
Disposition of Claims 

4)K Claimts) 1, 2, 4-6, 12-14, 16-18, and 20-22 is/are pending in the application. 



4a) Of the above, clalm(s) 
5)0 Claim(s) 



6)K Claim(s) 1, 2, 4-6, 12-14, 16-18, arid 20-22 

?)□ Claim(s) 

8) □ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)0 The specification is objected to by the Examiner. 

1 0)K The drawing(s) filed on Jun 11, 1999 is/are a) K accepted or bjD objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)^ approved b)n disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All wD Some* c)0 None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. ^_ • 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)n The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachinent(s) 

1 1 □ Notice of References Cited {PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 51 □ Notice of Informal Patent Application (PTO-1 52) 

3) Q Information Disclosure Statemerrt(s) (PTO-1 449) Paper No(s). 6) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 
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Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this appUcation after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on November 14, 2002, paper number 23, has been 
entered. 

DETAILED ACTION 

This appHcation claims benefit to provisional applications 60/100,168, filed September 
14, 1998. 

Applicants amendment filed November 14, 2002, paper number 24, has been received 
and entered. Claims 1 and 18 have been amended. Claims 1, 2, 4-6, 12-14, 16-18, 20-22 are 
pending and currently under examination. 

Response to Amendment 
The declaration of Dr. Jon Wolff filed on January 30, 2003, paper number 26, under 37 
CFR 1.131 has been considered but is ineffective to overcome the 35 USC 102(e) rejection made 
over the Mann et al, reference. 
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Claim Rejections - 35 USC§112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 16, 17 and 19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Specifically; 

Claims 16 and 17 are dependent on claim 15, however claim 15 was canceled in 
AppHcants' amendment filed May 3, 2002, paper number 19. The claims are unclear because 
they are dependent on a canceled claim, and it is unclear what the claims encompass or to which 
independent claim(s) it refers. Amending the claims to be dependent on a pending claim or 
amending the claims to be independent claims would obviate the basis of the rejection. For the 
sake of compact prosecution, the claims will be interpreted to encompass all the limitations of 
claim 15. 

Claim 19 is confusing and unclear in the recitation of 'wherein inserting the nucleic acid 
comprises injecting the nucleic acid' because claim 18 as newly amended recites 'injecting a 
solution containing nucleic acids'. The action of the nucleic acid being inserted does not have 
adequate antecedent basis in claim 18 where only he injector is inserted in step (b), and the 
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limitation of injecting does not further limit claim 18 because this is specifically recited in 
amended claim 18 step (c). 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent, 
(e) the invention was described in (1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 35 1(a) shall have the effects 
for purposes of this subsection of an application filed in the United States only if the international 
application designated the United States and was pubHshed under Article 21(2) of such treaty in the English 
language. 



Claims 1, 2, 4-6, 12-14, 16-18, 20 rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by Isner et al. (US patent # 5,830,879) is withdrawn . 

The amendments to the claims are noted. Isner et al. teach delivery and the expression of 
a nucleic acid by means of pressure, however the pressure is not hydrostatic as required by the 
instant claims. Rather, Isner et aL teach that the polynucleotide should be supplied on the surface 
of the delivery vehicle and the vehicle applied to the surface of the site of interest. The 
amendments to the claims have differentiated the instantly claimed invention fi-om that disclosed 



in Isner et aL 
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Claims 1, 2, 4-6, 12-14, 16-18, 20-22 are rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by Mann et aL (US patent # 5,922,687) for the reasons below and as set forth in the 
previous office actions (papers number 5, 12, 17 and 21). 

First, with respect to the declaration of Dr. Jon Wolff filed on January 30, 2003, paper 
number 26, under 37 CFR 1.131, the declaration has been fixUy considered but is ineffective to 
overcome the 35 USC 102(e) rejection made over the Mann et al reference. Specifically, the 
instant claims are encompass delivery to the heart, however the declaration provides evidence of 
delivery through the portal vein (example 1) and as specifically to the liver (second and third 
examples). In the instant case, the declaration shows the method was practiced in a different 
organ. Additionally, the present claims specifically recite providing hydrostatic pressure, 
however there is no evidence that this was practiced in any of the examples in the declaration. 
Further, the second example indicates that invasive methods for clamping the liver vein were 
practiced, which is more invasive the present claims would encompass. 

Mann et aL teach a method of delivering a nucleic acid into the heart by establishing an 
incubation pressure which facilitates the uptake of nucleic acid by the cell. As noted by 
Applicants some of the devices taught by Mann et al would be invasive, however Mann et al 
also teach a less invasive means encompassing delivery between two occlusions created by a 
double balloon catheter (see figure 4B), and more generally to any organ by providing the 
catheter for the pressurized delivery to the organ (see figures 5A and B). Additionally, while 
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Mann et al discuss the use of a protective sheath to help counteract the increased internal 
pressure, Mann et al demonstrate that the method can be practiced without the protective sheath 
and achieve the same effective delivery (see figure 7B). Mann et al teach that increasing 
pressure increases delivery efficiency (see figure 7C). 

Claims 1, 2, 4-6, 12-14, 16-18, 20-22 rejected under 35 U.S.C. 102(a/e) as being clearly 
anticipated by Wolff et al (US patent # 5,693,622) is withdrawn . 

The amendments to the claims has differentiated the instantly claimed invention fi"om that 
disclosed by Wolff et al Specifically, the methods of Wolff et al encompass the direct 
injection into the heart muscle and the cells of said muscle, not the delivery through a blood 
vessel. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications fi:*om the examiner 
should be directed to Joseph Woitach whose telephone number is (703)305-3732. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Deborah Reynolds, can be reached at (703)305-405 1 . 
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Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group analyst Dianiece Jacobs whose telephone number is (703) 308-2141. 

Papers related to this application may be submitted by facsimile transmission. Papers 
should be faxed via the PTO Fax Center located in Crystal Mall 1 . The faxing of such papers 
must conform with the notice published in the Official Gazette, 1096 OG 30 (November 15, 
1989). The CMl Fax Center numbers are (703)308-4242 and (703)305-3014. 

Joseph T. Woitach 




